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(57) Abstract: 

FIELD: biotechnology. SUBSTANCE: 
lyophilizate based on peptide with 3-15 
amino acid residues and, if necessary, with 
at least one structure-forming agent is 
prepared by dissolving 1 wt part of peptide 
Cetrorelix in 100 to 10000 wt parts of 



acetic acid followed by transferring 
resulting solution into water and 
lyophilization. Lyophilizate is effective in 
preparing drugs for treatment of women's 
sterility and sex gland protection. EFFECT: 
extended drug choice. 8 cl, 1 tbl 
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(54)J]HO<t>HJlM3AT HA OCHOBE nEnTHflA M CIIOCOB ETO nOJIYMEHUfl 



(57) PecfiepaT: 

H3o6peTeHne OTHOcmcfi k Mepy\uyiHe m 
6noTexHonornn. Pa3pa6oTaH HOBbiM 
jiMocf)Mnn3aT Ha ocHOBe nenTMAa m cnoco6 ero 
nonyneHUfl, a Taioice npwv/ieHeHne nnocf)n.nn3aTa 
Ana npuroTOBJieHMfl JieKapcTBeHHbix cpeACTB 
Ana neqeHMfl >KeHCKoro 6ecnnoAHfl v\ 3au^MTbi 
nonoBbix >Kene3. Oh npeACTaBJiaeT cooom 
nMOc)3miM3aT Ha ocHOBe nenTMAa c 3-15 
aMi/iHOKUcnoraMU n, b cnynae Heo6xoAHMocTH, c 



OAHUM MJ1M HeCKOJlbKMMH CTpyKTypMpyKJU^MMH 

BemecTBaMM, npn stom oh nojiyneH nyTeM 
pacTBopeHns 1 Bec.M. nenTWAa Cetrorelix b 
100 - 10000 Been. yKcycHofl Kucjiorbi c 
nocneAyioiAUM nepeBOAOM nonyneHHoro 
pacTBopa b BOAy h nno4)nnM3ai4nePi. 
TexHMHecKMM pe3ynbTaTOM M3o6pereHnsi 
HBrmeTCH pacwupeHwe apceHana cpeACTB An* 
jieHeHHfl xeHCKoro oecnnoAWfi h Ana 3amnTbi 
nonoBbix >Kene3. 2 c. n 6 3.n.cjD-Jibi, 1 Ta6n. 
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HacTOflmee M3o6peTeHne othochtca k 
nwotywrvAsaiy Ha ocHOBe nenrkifla n k cnocooy 
ero nonyMeHUfl. 

"Cetrorelix" npeACTaarmeT coSon" 
AeKanenTMA c KOHU,eBotf rpynnotf aMMfla 
KucnoTbi, KOTopbin" Mcnonb3yeTca b bha© conn 
aL^eiaTa. CnHTe3 n HeKOTopbie 
apapMaKonornnecKne Ae^CTBMfl onncaHbi b 
eBponePicKOM naTeHTHon 3a*BKe N 290402. 

BuonortmecKH aKTnBHoe BeujecTBO ppnwMO 

BBC-AHTbCfl nOAKO>KHO b A03e 0,1-20 wir. BOAHbie 

pacTBopbi A©KanenTHAa Heerao'nnbHbi, 
aBTOKnaBMpoBaHne b KOHeHHoft smkocti/i 
HeB03Mo?KHO. fleKanenTnA npn o6bMHofi Ana 
(papMaKoneu crepn/i nsa u, n n cKnonen k 
pa3no>KeHMK). fln« Toro, MTo6bi nonynnTb 
nH-beKi^npyeMbiM pacTBop, TpeoyeTCH noaTOMy 
nonyneHne nnoc£unM3aTa. 

flpaBAa, KO/iMMecTBO ononornHecKn 
aKTMBHoro BewecTBa b nnocjDnnn3yeivioM 
pacTBope HacTonbKo He3HaMnTenbHoe, hto npn 
HH3KHX KOHi4eHTpai4nqx 6nonornHecKM aicrnBHoro 
BemecTBa nonynaeTca TonbKO pbixnwn nyuuoK 
Ha CTBKJiflHHoCi CTeHKe aMnynbi nocne 
BbicyiuMBaHnfi nnujeHHoro BcnoMoraTenbHbix 

BeiHeCTB paCTBOpa, KOTOpblfi BblHOCnTCfl M3 

aMnynbi c noMombio ncnonbsyeMoro Ana 
crepiAnmauyuA noroKa BoppHoro napa. 
CneAOBaTeribHO, Heo6xoflnMO ncnorib30BaTb 
CTpyicrypoo6pa30BaTerib (Gerustbilduer), 
KOTopbiti o6pa3yeT cTa6nnbHbie ocaAKn. I~lpn 

BblCOKnX KOHUeHTpai4MflX OT 3Toro 

BcnoMoraTejibHoro Bem,ecTBa moxho 
0TKa3aTbCfl. B KanecTBe 

cTpyKTypoo6pa30BaTeneM 

(KapKacoo6pa30BaTenePi) npnHHMafOT bo 
BHMMaHna cneAyiom,ne BcnoMoraTeribHbie 
BemecTBa: reKcnTbi, b ocooeHHoern m3hhht, 

miOL^MT, COpenT, K3K D-COp6MT, p^Hb^T, 

annnT, ampnT (HanpnMep, D- n L-ampnT), 
maut (HanpnMep, D- n L-iwit), nx onTnnecKn 

aKTHBHbie CpOpMbl (D-, COOTBeTCTBeHHO, 

L-cjDopMbi), a TaioKe cooTBeTCTByiomne 
pai4eMaTbi. B ocooeHHOCTn npnMeHflioT waHHnr, 
KaK D-MaHHMT, L-MaHHHT, DL-iwaHHUiT; AyJ~ibU,nT 
n/nnn cop6m t a nweHHo us hmx 
npeAnoHTMTe/ibHO D-MaHHUT. B KanecTBe 
reKCMTa TaioKe mo>kho npnMeHflTb cMecn 
yKa3aHHbix reKcnTOB, HanpnMep CMecn wiaHHWTa 
n cop6nTa n/nnn Ay-nbu,nTa. TaK KaK Ay-nbu,nT 
MeHee BOAopacTBopnM, neM, HanpnMep, 

M3HHMT, TO COA©P>KaHHe pynhUJATa B BOAHOM 

pacTBope He aotdkho npeBbiujaTb, Hanpnwiep, 3 
Bec.%. MaHHnr n cop0nr, HanpontB, Moryr 
CMeniMBaTbCfl, Hanpnwiep, b moobix 
cx>oTHOLueHH«x. 

HapflAy c reKcnTOM TaioKe mo>kho AoGaBiuiTb 
em,e Apyne, o6biHHbie ct3apMau,eBTnHecKne 
BcnoMorare/ibHbie Bei^ecTBa, KaK, HanpnMep, 
aMMHOKncnoTbi, KaK, Hanpnwiep, anaHMH, mnunH, 
nn3MH, cpeHnnanaHnH, acnaparnHOBaa KncnoTa, 
myTaMHH0Baa KncnoTa, neni4HH, naKT03a, 
norinBnHnrinnpporinAOH, mioK03a, c^pyicrosa, 
arjb6yMHH n SKBMBaneHTHbie 

CTpyKTypoo6pa3yioiAne Beu^ecTBa. flanee, 

MO>KHO npMMeH^Tb MOMeBMHy M xjiopnA HaTpMfl B 

KanecTBe CTpyKTypoo6pa3yK5u^nx BeLnecTB. 
06mee KonnnecTBO TaKnx BemecTB b pacTBope, 
KOTopbiCi ncnorib3yeTC5i ati^ cyujKn 
BbiMopa>KHBaHneM, cocTaBJi^eT, HanpuMep, 
0-16,9 Bee. nacTeCi, HanpuMep, 0,1-7 Bee. q., 
b pacMere Ha 1 Bee. Hacrb Cetrorelix. B 
totobom nnocfc>i/inn3aTe o6iAee KonnMecTBO TaKnx 
BcnoMoraTeribHbix BemecTB MO>KeT cocTaBn^Tb 
BnnoTb ao Be c h., b pacneTe Ha 1 Bee. 
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m. reKCMTa. B MacTHocTn, npn Bbi^ope 
KonnnecTBa raKnx BcnoMoraTe/ibHbix Beu^ecre 
pyKOBOACTByraTCfl nMeK)ti^HMCfl KonnnecTBOM 
reKcnTa n HMeHHo TaK, HToGbi o6LAee 
KonnnecTBo reKcnTa n TaKnx APyrux 
BcnoMoraTeribHbix BemecTB b totobom 
nnoc{)nnn3aTe cocTaanflno MaKcnManbHo He 
6onee neM 17 Bee. h., b pacneTe Ha 1 Bee. h. 
Cetrorelix. B cnynae, eenn b nnoc|Dnrin3aTe 
HaxoAHTCH ToribKO 0,1 sec. m. reKcnTa, to, 
CneAOBaTeribHO, MoweT HMeTbcn BnnoTb ao 16,9 
Bee. h. Apyrnx BcnoMoraTenbHbix Beu^ecTB; b 
cnynae, eenn, HanpnMep, nMewTCfl 8,5 Bee. h. 
reKcnTa, to KonnnecTBO Apyrnx 
BcnoMoraTenbHbix Bei^ecTB MO>KeT cocTaBnflTb, 
HanpnMep, BnnoTb ao 8,5 Bee. m., b pacneTe 
Ha 1 Bee. h. Cetrorelix. 

Bo BpeMfl pa3pa6oTOK no nonyneHnio 
nnocjDnnn3aTa, OAHaKO, cMornn ycTaHOBnTb, mto 
ononon/inecKn aKTnBHoe BemecTBO npn 
nepepa^OTKe b©a©t ce6fl oneHb paannMHo n He 
npeAycMaTpnBaeMo. nepBbie KOMnosni^nn 
npnBOA^T k xopoujnM pe3ynbTaTaM, OAHaKO 
BCKope OKa3biBaeTCH, hto npn c^nnbTpai^nn b 
CTepnnbHbix ycnoBn?ix nofiBnwKDTcyi 
3aTpyAHenn« n B03HnKarc>T noTepn. 

1/13 nnTepaTypbi, HanpnMep n3 Powell M.F.: 
Pharmaceutical Resarch, 1258-1263 (8), 1991; 
Dathe M.: Int. J. Peptide Protein Res. 
344-349(36), 1990; Szejtli J: Pharmaceutical 
Technology International, 16-22, 1991, 
nsBecTHo, hto onnronenTnAbi, oco6eHHo TaKne c 
KOHqeBon cftyHKLine^ aMnfla Kn cnoTbj, cxnoHHbi k 
reneo6pa30BaHnio. flpn CTepnnbHon 
($»nnbTpau,nn sto y3HaeTcn no cKopocTn 
cjbnnbTpai^nn, nacTo Aa>Ke y3HaioT y>Ke 
opraHonenTnnecKn noBbimeHHyio Bfl3KocTb 
TaKoro pofla pacTBopoB. Ha erepnnbHOM 
cjDnnbTpe ocTaeTCfi >Keneo6pa3Hbi^ cnon. TaKnM 
o6pa30M HeB03Mo>KHO nonynnTb neKapcTBeHHoe 
cpeACTBO c TOMHO onpeAeneHHbiM coAepwaHneM 
6nonornHecKM aKTHBHoro Beu^ecTBa. 

B Ta6nnu,e nepenncneHbi paannnHbie 
pe3ynbTaTbi nepBbix 11 KOMno3nu,nn\ 
CoAep>KaHnfl ©nonornnecKn aKTnBHoro 
BeujecTBa Kone6n»OTCfl a npepenax 100-36%. 

flna Toro, HToGbi n36e>KaTb 3Toro 
reneo6pa30BaHna, b nnTepaType yKa3biBaioTCfi 
cneAyKDU^ne AooaBKn, KOTopbie ncnonb3yK)TC?i 
Ana onbiTOB: 

Penb nAeT 06 opraHnnecKnx pacTBopnTenax, 
HanpnMep, TaKne KaK au,eTOHnTpnn, H-6yTaHon, 
TpeT. -6yTaHon, 3TaHon, nsonponaHon, OKTaHon 
n 6eH3nnoBbin cnnpT. flanee, mo>kho npnMeHATb 
conn n GycpepHwe pacTBopbi, KaK, HanpnMep, 
aueTaTHbin" 6yc|Dep, unTpaTHbin oycfcep, xnopnA 
HaTpnfl, qboccjDaT HaTpnyi, HaTpneBan conb 
3flTK, 6nKap6oHaT HaTpnyi, 4>ooc|DaTHbin Gyopep, 
ryaHnA^HaueTaT, MoweBMHa. flanbHenujee 
npnMeHeHne MoryT HaC^Tn nonnMepw, KaK, 
HanpnMep, xenaTnHa, nonnaTnneHrnnKonb 600, 
rnAPOKcnsTnnKpaxnanbi, 

nonnBnHnnnnpponnAOH, nonnBnHnnoBbii^ cnnpT. 
TaioKe y>Ke onncaHa Ao6aBKa aMnHOKncnoT, 
HanpnMep, KaK anaHnH, rnnu,nH, nn3nH, 
qbeHnnanaHnH, acnaparnHOBaa KncnoTa, 
rnyTaMMHOBafl KncnoTa n net^i^nH. H3 KncnoT 
ncnonb3yeTC5i nnMOHHaa, KanpnnoBa^, 
OKTaHOBaa, con^Hayi, cepHafl n yKcycHaa 
KncnoTa. V\z qt»n3nonornHecKn 6e3onacHbix 
noBepxHocTHO-aKTnBHbix BeiuecTB nMeioTCfl b 
pacnop«>KeHnn 6eH3anbKOHnfixnopnA, 
□.eTnnoBbin" cnnpT, >KenHHbie KncnoTbi, nei^nTnH, 

nonncopoarrbi, Spans® n 
y>Ke ncnonb3QBaHbi 
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i4MtcnofleKCTpMHW, K3K, HanpwMep, rriK)K03a, 
naKT03a, MaHHMTon, caxap03a, a-, (3- n y- 
L^MKnoAeKCTpuHbi, rMApoKctinponnn-a- 

M (3-l4MKnOAeKCTpMHbl, 
rMApOKCMSTMni^MKnOfleKCTpMHbl M 

MeTnni4MKnoA©KCTpnHbi. 3tm BcnoMoraTenbHbie 
Beu^ecTBa ncnbiTbiBanncb b KanecTBe 
BcnoMoraTenbHoro npn c{)nnbTpau,wn cpeACTBa 
Ana M36e?«aHMfl reneoo6pa30BaHMfl. 

OAHaKO, yAOBJieTBOpurenbHoro peweHHfl 
npo6xieMbi He 6bi.no HafiAeHO. JlMLUb 
noAKUcneHne c noMom,bio yKcycHOM KwcnoTbi 
Aano HacTHHHbitf ycnex. OAHaKo 3Aecb TaioKe 
Bcerfla ciariKHBaioTCfl c 6onee BbicoKHMn 
noxepflMH npn cjDMJibTpai4nvi. 

B HacTOflLn.ee Bpewm 6biJio Heo>KMAaHHo 
ycTaHosneHO, mto Cetrorelix Moacer xopoiuo 
pacTBop«Tbcn b 30%-hom o6"-beM/o6-beM 
yKcycHOM KucnoTbi. 3tot pacTBOp 3aTeM 
AOJlUBaKDT ao i^eneBoCi KOHU i eHTpaU ( HM B 3% 
Cetrorelix boaow Ana UH-beKU.nn h Ao6aBrmKrr 
MaHHMT. XoTfl b nnrepaType Dbino onncaHO, hto 
b MonoA cpeAe KOHU,eBbie aiwuAHbie rpynnbi 
nerKO ruAPOJinsyiOTCJi, b cjiynae Cetrorelix 
3Toro He cMornn ycTaHOBHTb. PacTBopu, 
KOTopbie norvynaioT cornacHO 3T0My cnoco6y, 

npM CjDHnbTpaUMM He Bb13blBaK0T HMK3KMX 

3aipyAHeHMPi. noriynaioT BcerAa TOHHbie 
coAepxaHMfl 6nonornHecKM aKTHBHoro 
set^ecTBa. 

CKopocTb 0nnbTpai^nn AocwaeT BennnnH, 
KOTopbie o6ecneHHBaiOT yAOBJieTBopnTenbHoe 
npoTeKaHne npouecca. 06u\\a\a cnoco6 Ann 
cTepunbHoPi nHocf)HnH3aLiMM onucbiBaeTca b 
Sucker, Fuchs m Speiser (peAaicropbi) 
"Pharmazeutische Technologie 2-e H3AaHne, 
1991, Thieme-Verlag, WTyirapT-Hbto-tfopK, Ha 
c. 557-559. fla/ibHetfu/ee onucaHne npou,ecca 
nHoc£H.nH3aLiHH M3no>KeHo b BbiKnaAKe OPT 
3735614. 

Jlno($)Mnn3aT HaxoAUT cBoe npuwieHeHne b 
Tepannn weHCKoro 6ecnnoAHfl. Cnocoo" neneHHfl 
AO chx nop coctomt b tom, HTo6bi nyTeM 
HenoBeMecKoro roHaAOTponMHa MeHonay3 
CTMMynnpoBaTb coeflUHeHne cfcojuiMKyn h 3aTeM, 
nyTeM BBeAeHUfl qenoBeqecKoro xopnoH 
roHaAOTponnHa, Bbi3biBaTb OBynauHH. 
Bw3BaHHafl frnaroAapfl 3T0My OBynflLLMH 
nponcxoAUT cnycTfl 32 naca. BbiAeneHHbie 
6naronapfl 3TOMy HtfLLeKneTKH AocrynHbi Ana 
SKCTpaKopnopanbHoro onnoflOTBopeHHfl. 

HeAOdaTKOM otoh" Tepannn c noMom,bto 

arOHMCTOB flBJlfleTCfl tot cpaKT, hto b cpa3e 

cTMMynnpoBaHUfl C03peBa*0T BnnoTb ao 10 
cjDoriJinKyn. BnaroAapyi 3TOMy noBbiweHHOMy 
co3peBaHwo cjxinriMKyn npnxoAflT k riMKaM 
ropMOHanbHbix ypoBHen LH. 3th nHKH hmbiot 
nocneACTBMeM paHHioio cram\o co3peBaHM« 
dponnwKyn, m oBynnnw npornxopyiT b 
HenpeABHAeHHbitf MOMeHT BpeiweHM. 3to 
HapyujeHne OByrmunn HacTynaeT npuwiepHo b 
25%-Tax cnynaeB neneHHfl m npeAcraBrmeT 

CO6OH HeAOCTaTOK, TaK KaK UHKTI, KOTOpblH* 

npoflBrmeT TaKoe HapymeHne oByji«i4MM, 
TepaeTCfl Ana nonyneHHfl ji^ueKneTOK, n Bee 
neMeHne A or| >KHo noBTop^Tbc?? cnycTn npniwepHo 
1 Mecfiu,. 

flpyruM HeAOCTaTKOM o6u;enpnHflToro 
CTMMynnpyioLAero neneHnyi flBnaeTca 
npoAon>KMTenbHoe BpeMfl neneHMFi, 
cocTaBnniOLi^ee 4 HeAenn, KOTopoe Heo6xoAHMO, 
MT06bl flOCTMHb yAOBJieTBopnTe/ibHoro 
noAaBfieHMfl. AroHMCTbi, Aanee, b 1-2% cnynaeB 
npoflBJiflioT cmhapom runepcTMMynyiu.MM, npn 
KOTopoivi runepTpocpupywTCfl KneTKH cfJonnnKyn. 
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OnacHOCTb rnnepcTMiviyrifli4MH ocoo'eHHO BennKa 
b cnynae nonnKHCT03Hbix ammhmkob. Chhapom 
runepcTMMynflmin npeACTaBnaeT co6otf 
Ttuicenoe no6oMHoe Ae^CTBue, KOTopoe MoaceT 
npHBecTM k CMepTenbHbiM cnynaflM. 

B HacTOHinee BpeMfl ycTaHOBneHO, mto 
aHTaroHUCT Cetrorelix Aaxe npn stom neMeHUM 
o6naAaeT cneAyioiAMMM npenMymecTBaMM. 

JT4nfl Toro HTo6bi flocTMHb nonHoro 
noAaBneHMfl, npn neneHMM c noMoiAbW 
Cetrorelix AOCTaTOHHo BpeMeHM neHeHnyi 5 
AHew. Chhapom runepcTHMynnqnn He Mo>KeT 
HacTynnTb. CBepx Toro, bo BTopo^ cpa3e 

neMeHMfl MO>KHO SKOHOMMTb Ha 4)a3e Bbl3blBaHMfl 

oBynni^MM, HMG. 3to npeACTaBnaeT co6ofi 
HeManoe npenMyu^ecTBo b oTHoiueHUM 

CTOHMOCTW 3TOrO Jie^eHMfl ATJfl HH BMTpO - 

onnoAOTBopeHMsq. Hh BMTpo - onnoAOTBopeHi/ie 
ncnorib3yeTCfl, HanpMMep, npn Hannnnn 
aHOMannn Tpy6. fln fl stom Tepannn Heo6xoAHMO 

TOHHO KOHTpOHUpOBaTb U,MKn H nO B03MO>KHOCTH 
TOHHO yCTaHaBJIMBaTb MOMeHT oBynau.nn. j^o CHX 

nop 3T0 AocTMranocb ToribKO orpaHnneHHO, TaK 
KaK o\naroAapfl CTHMynfli^MH c noMoa\bio 
HMG/HCG vacTO cjiulukom 
npeAOBynai4MOHHbiM noA^eM - 
noAAep>KMBanc5R AOCTaTOHHo 
BpeMfl. OAHaKo peujaKomee 



paHo nacrynan 
L. H urin He 
AnnTeribHoe 
3HaneHne An« 



ycnexa neHeHMfi HMeeT npeAOTBpaLAeHMe 3Toro 
npe>KAeBpeMeHHoro noA"beMa Ana Toro, htoSn 

MO>KHO 6blJ10 TOHHO yCTaHOBMTb MOMeHT 

onnoAOTBopeHHH. BnaroAapa 3TOMy 
yMeHbLi/aeTCfl coMaTHHecKaa h ncHXMwecKaf? 
Harpy3Ka nai^neHTOK m onTMMaribHO 
ncnorib3yeTCfl npeSbiBaHkie b KnMHHKe. fln^ 

AOCTM>KeHMfl 3TOH U.efltl C BblCOKOM HaAe>KHOCTbK) 
HeO^XOAUMO no B03MO>KHOCTM nOJIHOCTbK) 

noAaan^Tb 3HAoreHHoe npoAyi^npoBaHne 
ropMOHOB (LH-FSH, scTpaAHon), HTo6bi 
oAHOBpeMeHHO 3a cneT noAann 3K3oreHHoro 
roHaAOTponnHa (HMG/HCG) cTHMynnpoBaTb 
co3peBaHne c|DorinMKyn v\ KoHTponnpoBaTb b 

JlMD^Oe BpeMfl ypOBeHb ropMOHOB. JlMLUb npH 
AOCTH>KeHHM AOCTaTOHHO BblCOKOrO KOTIMHeCTBa 

cfjonriMKyn (4-5), KOTopbie o6naAaK0T npHMepHO 
paBHOM cTeneHbK) 3penocTM, 6/iaroAapfl 
BBeAeHMHD HHTaeKUjUM HCG-BOIUS Bbi3biBaeTca 
osynnuyin. 

GnaroAapa ncnonb30BaHHK) aHTaroHHCTOB 
neneHHe mo>kho npoBOA^Tb 3HaHMTenbHO 
ycneujHee m 6e3onacHee Ann nau.weHTOK. 

flaribHeMUJeW o6nacTbKD npuMeHeHM^ 
Cetrorelix - Jinoc|DnnM3aTa cornacHO HacToau^eMy 
H3o6"peTeHHfo AB/ifleTCfl ncno/ib30BaHne ero npn 
3au^MTe nonoBbix >Kene3 My>KHMH-nai4neHTOB. 
My>KHHH-na!4neHTOB CHanana npeABap^TeribHO 
nenaT c noMOLAbK) Certorelix-riMoqt»MriH3aTa h 
noAAep>KMBaioT aKTMBHOcTb nonoBbix >Kene3. 
BnaroAapn 3TOMy flpyrHe BpeAHbie naToreHHbie 
cfiaKTopb!, KaK, HanpHMep, nyneBafl Tepann« v\nv\ 
UjHTocTaTHHecKaa Tepann«, He mop/t hjim ToribKO 
b He3HaHHTe/ibHoPi CTeneHu MoryT 

B03Ae^CTBOBaTb Ha MyBCTBMTeribHbie TK3HM 

nonoBbix >Kene3. 

ripuMep cnoco6a nonyneHMfl 

B npwroAHbi^ cTeKTijiHHbiPi cocyA noMeu^ajoT 
npkiMepHO 1,5 n boaw Ana HH"beKi4noHHbix 
ueneM. B Apyroft cTeKrmHHbitf cocyA noMeu^awT 
210 r BOAbi Ana HH"beKi_\MM m Ao6aBJi«K)T 91,17 r 

yKCyCHOM KUCJIOTbl. PaCCHHTaHHOe KOJIHHeCTBO 

Certorelix-au,eTaTa (1,62-1,695 r, b 
3aBHcnMocTM ot coAep>KaHMfl Hcnonb3yeMoro 
HanonHMTena) nput nepeMeujHBaHMM 

paCTBOp^HDT B npHTOTOBfieHHOM 30%-HO^j 

yKcycHotf KMCiiOTe. 3tot pacTBop nepeHocflT b 
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creKJifiHHbfPi cocyn c 1,5 n boaw Ana 
MH"beKL\MOHHbix uenefi, AOOaBJiaiOT 82,2 r 
MaHHMTona, pacTBopaioT n AonnBatoT boaow Ana 
MHTseKL^MOHHbix i\enev\ ao 3039 r. 

KoHTponnpoBaHne npouecca: 

pH-3HaMeHMe: 2,5-3,0 

nDOTHOCTb: 1,009 - 1,017 r/cM 3 npi/i 20°C 
noKa3aTenb npenoMneHna: 1,227 - 1,340 npn 

440 hm h 20°C. CTepmiM3ammo pacTBopa 
ocyi^ecTBJiflioT nyTeM qbmibTpai^HH nepe3 
npuroAHbifi Meivi6paHHbiM qbmibTp (pa3Mep nop 
0,2 mkm) npM acenTMMecKHX ycnoBwax. 100 mji 
nepBoro noroHa oT6pacbiBaK)T. <fcnnbTpbi 
CTepnxiM3yioT c noMOLAbKD BOAflHoro napa. 
Cetrorelix-pacTBop Ana cyixiKM 
BbiMopa>KMBaHMeM xpai-mT 3aU4MLAeHHblM OT 
noBTopHoro 3arpa3HeHwa. PacTBop HeMeAneHHO 

A03MpOBaHHO BHOCflT BO CjDJiaKOHbl Ana 

HH-beKL\MM cornacHo flklH 2R, cpnaKOHbi 
6ecu,BeTHbie, rnAPonnTKHecKoro Knacca 1, npn 
acenTMHecKMX ycnoBwax i/i cHaowaiOT 
CTepunbHbiMn npo6KaMM Ana cyiiiKM 
BbiMopa>KMBaHneM. Heo6xoAHMoe 3anonHaeMoe 
Konn^ecTBO cocraBJiaeT 2,0 mji = 2,026 r. 

OnaKOHbi Ana HH"beKU,nfi eMKOCTbio 2 mji 
cnonacKMBaioT b MauunHe Ann MbiTba qbJiaKOHOB 

Anfl MH"beKI4MM H BblcyiUHBatOT M CTepMJlM3yK)T 

ropanuM B03AyxoM. OHMii^eHHbie npooKM Ana 
cyniKM BbiMopa>KHBaHneM aBTOKnaBupyKDT. 
npeABapnTeribHO 3aKpbiTbie ny3bipbKw Ana 
HH-beKu,n^ nepeHOcaT b ycTaHOBKy Ana cyniKM 
BbiMopa>KMBaHHGM m BbiMopaKHBatOT npH 
TewinepaType nnnTbi ~40°C. BbicyniMBaHne 
ocymecTBJiaiOT c noMombio nporpaMMbi 
BbicymnBaHna npn TerwnepaType mwbi, 

noBbiLuaiOLMe&ca ot -40 °C ao +20°C. 3aTeM 
ycTaHOBKy sanoriHaioT CTepmibHbiM a30TOM, 
CjDJiaKOHbl B ycTaHOBKe 3aKpblBaiOT m npoclKM 
CHa6>KaK>T KnanaHOM c 6optmkom. 

OnaKOHbi Ann w-rbeKijHfi BM3yanbHO 
KOHTponnpyKDT Ha AeqteKTbi yKynopKH n 
Hapy>KHbie A ec ^ eKTbl - <*>naKOHbi Ana HH'beKu.wfi c 



Aec^eKTaMn oTfle/iflfOT h yHWHTowajoT. 

CetroreNx-nnoct)MJin3aT b KonnnecTBe 1 Mr 
npeACTaBJiaeT co6ofi 6ejibitf TBepAbitf ocaAOK 
nocne cyujKW BbiMopaxuBaHueM b 6eci4BeTHOM, 
eMKOCTbKD 2 mji, cfcnaKOHe Ana MH-beKUHn, 
5 KOTopbiw yKynopeH cepotf npoDKotf nocne cyinm 

BbtMOpaXMBaHMeM H CHa6>KeH >KejlTOfl KpblLLiKOfi 
C 6opTMKOM, OTKpblBaeMOM JierKMM HamaTneM. 

Oopwiyna H3o6peTeHkm: 

1 . nnoc{)nnn3aT Ha ocHOBe nenTWAa c 3 - 1 5 
10 aMUHOKMcnoraMM n, b cnynae HeooxoAHMOc™, c 

OAHUM MJ1M HeCKOJlbKHMM CTpyKTypupyKJU^MMH 

Bem,ecTBaMH, OTJinnaioLAHMca TeM, hto oh 
nonyneH nyTeM pacTBopeHwa nenTMAa Cetrorelix 
b qbopMe ai^eiaTa b Koni/mecTBeHHOM 
cooTHOLueHUM 1 Been. Cetrorelix-au^eTaTa b 30 
15 - 130 Been. yKcycHofi kmcjiotw nyTeM nepeBOAa 
nojiyMeHHoro pacTBopa b BOAy c nocjieAyJomeCi 
CTepmiM3ai4MePi w JiwocfcnjiW3ai4neft. 

2. JlMO<$)min3aT no n.1, ouinMaioLAn^ca TeM, 
hto b Ka^ecTBe CTpyKTypupywLi^ero Beu^ecTBa 

MCnOJlb3yK}T M3HHMT. 

20 3. Cnoco6 nonyneHna 

Cetrorelix-nnocpMnM3aTa, oTJikMaK>mnfica TeM, 
mto 1 Bee. 4. Cetrorelix-ai^eTaTa pacTBopaioT 
b 30 - 130 Been. yKcycHoi^ KMcnoTbi, 3aTeM 
nepeBOAaT b boay m nonyneHHbitf TaKUM 

25 06pa30M paCTBOp CMeUJMBaHDT c oahmm MJ1M 
H eCKOJl b KM M H CTpyKTypHpyK0LU,MMM Beuj,ecTBaMH, 
CTepMJlH3yK)T H JlMOCtDMJlM3HpyK)T. 

4. Cnoco6 no n.3, oTJinMaiou^MKca TeM, mto b 
KanecTBe cTpyKTypupyioLAero BeLu,ecTBa 

HCnOJlb3yK>T M3HHMT. 

30 5. JlMoc|3HJiM3aT no nn.1 n 2, ncnojib3yeMbiM b 

Tepannn xeHCKoro clecnjioAna. 

6. Jlnocf)nnM3aT no nn.1 m 2, ncnojib3yeMbi^ 
Ana 3aw,WTbi nonoBbix >Kejie3. 

7. JlMOcjDmiH3aT no nn.1 n 2, ncnojib3yeMbi^ 
Ana npuroTOBJieHna neKapcTBeHHoro cpeflCTBa b 

35 Tepannn xeHCKoro 6ecnnoAna. 

8. HuocjDHJiM3aT no nn.1 m 2, ncnojib3yeMbitf 
Ana npuroTOBJieH^a neKapcTBeHHoro cpeACTBa 
Ana sauj.MTbi nojioBbix >Kene3. 
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AL^eTaT Cetrorelix 



3arpy3Ka 


fl03MpOBKa 


Coflepwamie 6nojiornHecKM 
aianBHoro BemecTBa, % 


1 


100 MKr 


100 


2 


500 MKT 


100 


3 


500 MKr 


90 


4 


500 MKr 


36 


5 


500 MKT 


100 


6 


500 MKr 


85 


7 


1 Mr 


100 


8 


1 Mr 


100 


9 


2 Mr 


100 


10 


2 Mr 


80 


11 


2 Mr 


100 



